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March 30, 2021
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Note To File #4

The current SAP Section 7.2 states the following censoring rule. For the ITT population analysis for TC
E, all randomized subjects will be included based on any follow-up post-randomization through study
exit. To include all subject follow-up, we will drop this censoring rule.

Condition

Date of Censoring

Randomized and not treated
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